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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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2a)IEI This action is FINAL. 2b)n This action is non-final. 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior office action. 

The new grounds of rejection set forth below are necessitated by applicant's 
amendment filed on 02/02/2007. In particular, claims 1, 11, 23, 29, 30, and 35. This 
combination of limitations was not present in the original claims. Thus, the following 
action is properly made final. 



Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claims 1-3, 5-10, 23-28, and 30-35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Wilson et al (US 6,425,898) in view of Ravenscroft (US 



5,702.418). 
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Wilson et al. disclose a stent delivery system comprising an introducer tube (24), 
a pusher assembly that includes a first tubular portion (16) and a second tubular portion 
(18), the second tubular portion including a flexible portion 17 with a greater degree of 
flexibility than the first tubular portion (col. 5, lines 15-44). Wilson et al. disclose the 
second portion comprises a stent-loading portion and pusher members (21, 22) that 
engage the stent to slide it into position (col. 4, lines 15-27). As shown in the figure 5, 
the diameter of the second portion is smaller than the diameter of the first portion. 
Wilson et al. discloses a radiopaque filler in the pusher member (col. 6, lines 18-22). 
Wilson et al, disclose the pusher 22 may be formed of materials known in the art, 
including polytetrafluoroethylene (col. 5, lines 59-65). Regarding claims 7. 8, and 9, 
Wilson et al. disclose the second tubular portion comprised of a metal-reinforced 
polymer material (70), including braided polyimide tubing (col. 5, lines 27-35). The 
second tubular portion may also be composed of Nitinol (col. 5, line 32). The proximal 
surface of the pusher member, subject to lateral bending stresses, would open kinks as 
the martensite phase transforms back into the austenite phase of the shape memory 
metal in the system. 

As shown in the figures, Wilson et al. disclose the second tubular portion 
extending to the distal tip, with the stent-carrying portion and flexible section being one 
element, with the distal tip being tapered to receive the stent (figures 4-6). In figure 3, 
the pusher member has a diameter equal to or greater than the stent (20b), 
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Wilson et al discloses that tfie first tubular member may be made from any 
suitable material know to those of ordinary skill in the art, but does not specifically 
disclose a non-rigid polymer (column 5, lines 23-27), 

Ravenscroft teaches a similar stent delivery system comprising a first tubular 
portion (15). a second tubular portion (16 and 17) and a pusher member (23) (Figure 5, 
column 5, lines 3-53). The first tubular portion (15) is further disclosed as a plastic 
material such as PEBAX®, which clearly overlaps the instantly claimed non-rigid 
polymer (column 5, lines 23-30). Since Ravenscroft discloses a similar device with a 
first tubular portion comprised of a non-rigid polymer and Wilson et al is open to the 
material of the first tubular member, it would have been obvious to one of ordinary skill 
at the time of the invention for the first tubular member of Wilson et al to be comprised 
of a non-rigid polymer. 

4. Claim 4 is rejected under 35 U.S.C. 103(d) as being unpatentable over Wilson et 
al. (US 6,425,898) in view of Ravenscroft (US 5,702,418) and Kugler et al. (US 
6,790,222). 

Wilson et al. disclose a stent delivery system, and the structures of an introducer 
tube, a pusher member, a first and second tubular portion, and a distal tip. However, 
Wilson et al. fail to teach the pusher member composed of a low density polymer. 
Kugler et al. teach a similar delivery system, with an outer layer designed to reduce 
friction, and an inner layer (190) composed of a low-density polyethylene. The low 
density polyethylene in Kugler et al. provides some resilience in the outer sheath. 
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Therefore, it would have been obvious to one of ordinary skill in the art to manufacture 
the pusher member of Wilson et al. from a low density polymer. 

5. Claims 11-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wilson et al. (US 6,425,898) in view of Ravenscroft (US 5,702,418) and Kugler et al. 
(US 6.790.222). 

Wilson et al. disclose a stent delivery system substantially as claimed, and the 
structures of an introducer tube, a pusher member, a first and second tubular portion, 
and a distal tip. The pusher members are configured to slidably deploy the stent from 
the introducer catheter. Wilson et al. fail to disclose the soft pusher member composed 
of a low density polymer, Kugler et al. teach a similar stent delivery system, with an 
introducer catheter comprised of a polytetrafluoroethylene outer sheath to reduce 
friction. The inner sheath is composed of a low density polyethylene, to provide 
resilience to the system while maintaining stability when stresses are applied. 
Therefore, it would have been obvious to one of ordinary skill in the art to manufacture 
the pusher member of Wilson et al. from a low density polymer in view of the teachings 
of Kugler et al. 

6. Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wilson 
et al. (US 6,425,898) in view of Ravenscroft (US 5,702.418) and Kugler et al. (US 
6,790,222). 
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Wilson et al. disclose a stent delivery system substantially as claimed, 
comprising an introducer catheter with a distal end and a distal portion, a stent 
preloaded within the distal portion, a pusher assembly including a pusher member 
configured to slidably deploy the stent. The pusher assembly includes a first and 
second tubular portion, with a flexible section that is configured to adjust to lateral 
bending stresses within the body without kinking. Wilson et al. fails to disclose the soft 
pusher member composed of a low density polymer. 

Kugler et al. teach a sheath comprised of a low density polymer, configured to 
add resilience while maintaining structural stability. Kugler et al. additionally teach the 
importance of maintaining resistance to stresses ion the body, to minimize the stress 
that the stent is subjected to, which may cause premature fatigue fractures. Therefore, 
it would have been obvious to one of ordinary skill in the art to manufacture the pusher 
member of Wilson et al. from a low density polymer. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
. the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy Lang whose telephone number is (571) 272-9057. 
The examiner can normally be reached on Monday - Friday, 8:30 a.m. - 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



273-8300. 
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